IHCTPYKUIA
AJIS1 MEINYHOT0 32CTOCYBAHHS JIKAPCHKOI0 32C00y

KAHJI
(CANDID)

Cknao:

ditoua peuosuna: clotrimazole;

100 M1 pO3YMHY MICTATH KIOTpUMa3zony 1 r;

00NOMIdCHA pe4O8UHA: TIPOTIEHTIIIKOIIb.

Jlikapcbka ¢gopma. Po3unH JU1st 30BHIIIHBOTO 3aCTOCYBAaHHS.

OcnosHi ¢hizuxo-ximiyni enacmusocmi: 6e30apBHa MPO30pa B’s13Ka piluHA.
dapmakoTepaneBTHYHA rpyna.

ITpoTurpubKoBi mpemapatu Ajs MicueBoro 3acrocyBanHs. [loximHi iMiga3ony Ta
TpHUA30ITy.

Kong ATX DO1A CO1.

Dapmakonoziuni eracmusocmi.

Dapmaxoounamixa.

Knorpumazon — noxizHe iMifa3oiy, NpOTUTPUOKOBUH 3aci0 MIMPOKOTo CrieKTpa Mii.
MexaHni3M #oro Iii nossirae y ralbMyBaHHI CHHTE3Y €procTepoiry, He0O0XiJHOTrO JUIs
noOyI0BH KIITUHHOT MeMOpaHu TpuOiB, IO NPU3BOAUTH [0 MOPYIIEHHS i
MPOHUKHOCTI 1 MOAAJBIIOr0 pyHHYyBaHHS KITHUHU. KpiM TOro, KIOTpHUMasoln
IPUTHIYY€E aKTUBHICTh MEPOKCHAA3, IO J0AATKOBO TOJIETIIYE HAKOMUYEHHS Yy
KJIITHHI TpuOKa nepekucy BoAHi0. KOHIEHTpallis NepeKnucy BOIHIO MiJABHUIIYETHCS
710 TOKCUYHOTO PiBHS, 1110 IPU3BOAMTH A0 MOAAIBIIOTO PYHHYBAHHS KIITHHH.
Knorpumaszon mae mupokuid crekTp Iii: e(eKTUBHUI 1010 AepMaTodiTis,
OPDKIKOBUX TpUOiIB; BUSBISAE aHTHOAaKTepianbHHA edeKT Mmoao 30yIHHKIB
eputpasMu, ctapinokokiB (Staphylococcus spp.) Ta cTpenTokokiB (Streptococcus
spp.).

Dapmaxoxinemuxka.

ITpu HaHeceHHI Ha LIKIPY MPOHMKAE Y POTOBHM IIAp MIKIPU 1 TaM HAKOIMHYY€ETHCS.
ITpu 30BHINIHBOMY 3aCTOCYBaHHI 4epe3 IIKipy BCMOKTY€ETHCS He3HauHa KiJIbKICTh
npemnapatry. Maiixe He abcopOyeTbCsl y CUCTEMHUI KPOBOTIK.

KuiniuHi XapakTepucTHKH.

Ilokazannsa.

I'pnOKOBiI 3aXBOPIOBAHHS LIKIPU 1 CIM30BOi OOOJOHKH, CHPUYMHEH] 30yIHUKAMHU,
Yy TJIMBUMHU JI0 KIIOTPUMA30IY.

Pi3HoGapBHMIi MHIIal, epuTpazMa.

IIpomunokaszanna.

[TigBuIIeHa Yy TJIMBICT 10 KJIOTPUMA30iy a0o 10 OyIb-sKUX 1HIIUX KOMIIOHEHTIB
npemnaparty. [liaBuieHa 4y TIUBICTh 10 IHIIMX 1MiJ1a30J1iB.

B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uOU 63a€mMo0iil.
Knorpumazoun npurHivye Jito iHIIKUX MPOTUTPUOKOBUX MTPENapaTiB Il 30BHIIIHBOTO
3aCTOCYBaHHs, 30KpeMa aM(OTepUIIMHY, HICTATUHY 1 HATAMIIUHY.

AHTHUMIKPOOHY 110 KIIOTPUMA30.1y OCHIIOI0TH BUCOKI KOHLIEHTPAI1 IPOIMIJIOBOTO
edipy riIpokcrOeH30HHOT KUCIIOTH.

JlekcaMeTa30H y BUCOKHX /103aX rajibMy€ MPOTUTPUOKOBY JIi10 KJIOTPUMA30ITY.
Ocobueocmi 3acmocyeanns.



[Ipenapat npu3zHavyeHuil U1 3aCTOCYBaHHS JIMIIE Y IE€PMATOJIOTTUHIN MPaKTHIII.
3a00pOHsETHCS 3aCTOCYBAHHSI MpenapaTy B OQTaabMOJIOTUHIM NpakTUlll. Y HUKATH
KOHTAaKTYy Inpenapary 3 ounMa. He 3actocoByBatu y aiisHii oueil. He koBratu.

He po3uyxyBartu ypaxxeHi AUISHKY Tija, sSIKi CBEpOISATh, OCKUIBKHU 11€ IPU3BOAUTS J10
PO3MOBCIOPKEHHSI 3aXBOPIOBAHHS.

Y  neskMX BHUNAgKax CIOCTEpIraeTbcsi OakTepiajibHAa PE3UCTEHTHICTh 10
KJoTpuMasoiy. [Ipu BiACyTHOCTI TepaneBTUYHOTO e(PEeKTy JIKapChbKOro 3aco0y ciif
3aCTOCOBYBATH 1HIIMM CHOCIO JIIKyBaHHS.

€ MoB1IOMIIEHHS TIPO peakLii MepexpecHoi rinepuyyTIMBOCTI, TOMY Y pa3i aJepriyHoi
peakiiii Ha OyAb-IKUi IPOTUTPUOKOBHIA 3aC10 3 TPYITH MOXITHUX 1MiAa30.1y CIIiJ MaTH
Ha YBa31 MOKIIUBICTb IOSIBU TaKO1 peakiiii Ha iHIIHH npenapar uiei rpynu. [pu nossi
aJIepriyHO1 peakii JiKyBaHHs KIOTPHUMA30JI0M CIIiJ IPUITUHUTH.

ITix yac 3acTocyBaHHS IIOrO MpenapaTy CiiJl YHHKAaTH CTaTeBUX KOHTAKTIB,
OCKLUIBbKY 1H(EKIlis MOKe TIepeIaTUCs TapTHEPY.

3acTocyBaHHS pO3UMHY Yy AIISHII FeHiTalii (30BHILIHI CTaTE€BI OPraHu 1 IPOMeKuHa
B )KIHOK 200 roJliBKa CTaT€BOI'0 YeHA 1 KpaiHs IUIOTh Y YOJIOBIKIB) MOKE 3HU)KYBATH
e(eKTHBHICTh Ta O€3MeKy 3aCTOCYBaHHS JIATEKCHUX BUPOOiB, TAKUX SIK MPE3EpPBATUB
Ta giadgparma. Bkasanuii eekT € TUMYacCOBUM 1 MOK€ BUHHUKATH TUJIBKU Mij yac
JKyBaHHS.

VY cknani JiKapchbKoro 3aco0y MiCTUTBCS MPOMIJIEHIIIIKOIb, [0 MOXe CIPUYUHUTH
MOJIPa3HEHHS IIKIPH.

3acmocysanns y nepioo eacimmocmi abo 200y8anus 2pyooio.

KniHiuHi JocaiKeHHs 111010 BIUIMBY KJIOTPUMA30ily Ha (hepTUIIBHICT Y KIHOK He
MIPOBOJIMIINCS, IPOTE AOCIII/PKEHHS HAa TBApUHAX HE BUSBUIN BIUIUBY KJIOTPUMA30Iy
Ha (epTUIIBHICTb.

KinbpKicTh IOCHIKEHb 13 3aCTOCYBAaHHSAM KIOTPUMA30dy Yy MEepioA BariTHOCTI
obmesxeHa. JlocnmipkeHHs Ha TBapUHAX HE BUSBWIM NPSAMOro abo HEmpsMoro
IIKIATMBOTO  BIUIMBY 3 TOYKM 30py PENpPOIYKTHBHOI TOKCHYHOCTI. Sk
MONEepe/KYBAIbHUN  3aXiJ, OaXaHO YHMKAaTH 3aCTOCYBAaHHS KJIOTPHUMA30Iy
npoTsrom | TpuMecTpy BariTHOCTI.

ITix yac AiKyBaHHS KJIOTPUMA30JIOM CJIiJl IPUIMHUTH TOTyBaHHS TPYIIO.
30amuicms énaueamu Ha WEUOKICMb peakyii npu KepyeaHHi agmomparHcnopmom
abo IHWUMU MeXaAHIZMAMU.

He BruuBae.

Cnoci6 3acmocyseannsa ma 0o3u.

Jlopocium HaHocuTy Kanaiz, po3unH AJs 30BHIIIHBOTO 3aCTOCYBaHHSA, Ha YpaXKeHi
JisHKA 2-3 pa3u Ha 100y A0 3HUKHEHHsS CHUMIITOMIB 3aXBOPIOBAHHS. 3HUKHEHHS
CHUMIITOMIB OYIKYETbCS MICJI MPOBEIEHOr0 KypCy JIKYBaHHS MPOTATOM TaKOIro
nepiomy:

— IepMaTOMIKO3H — 3-4 THXHI;

— epuTpasma — 2-4 THXHi;

— pizHOOapBHUH JnIIal — 1-3 THOKHI.

ITicna 3HUKHEHHA Cy0 €KTUBHHX CHMIITOMIB, Ul 3a0e3MeyeHHs e(PeKTHBHOCTI
JIKYBaHHS, 3aJIe)KHO BiJ] 3aXBOPIOBAHHS, HEOOXITHO IMPOIOBXKHUTU 3aCTOCYBAaHHS
npernapary e Ha 2 THXHI.

Jimu.

JlocBia 3acTocyBaHHS Mpenapary Ui JIIKyBaHHsS JiTe BiACYTHiM, TOMy He clif
3aCTOCOBYBATH HOTO I1il KaTeropii MaIieHTiB.



Ilepedosyeanns.

KomHoro pu3uKy roctpoi IHTOKCHKALli HEMa€, OCKUIBKM MajOHMOBIpHO, IO
nepe03yBaHHs MOKIIMBE MICIIs pa30BOi BariHaIbHOI 1031 a00 HAHECEHHs Ha HIKIpY
(3acTocyBaHHs Ha BENUKUX JUISIHKaX MIKIpU TpPU yMOBax, IO CIPUSAIOTH
MiABUIEHOMY BCMOKTYBaHHIO), a TaKOX IIICJIS BHUIAJKOBOIO MEPOPAIBLHOTO
3actocyBaHHA. Crenu(iyHOro aHTUOTY HE iICHYE.

ITpu BuUNagKoBOMY MEpOPaILHOMY 3aCTOCYBAaHHI PiJIKO MOK€ BUHUKHYTH HOTpeba
y TpOBEJEHHI MPOMMBAHHS NUIYHKA, SKIIO 1033, sIKA 3arpOKye€ JKUTTIO, Oyia
3aCTOCOBAaHA MPOTATOM MOIMEPEIHbOI TOAUHU a00 SKIIO HAasBHI BUIMMI CUMIITOMHU
nepeo3yBaHHs (HapuKiIal, 3allaMOpOYEHHS, Hy10Ta abo OroBanHs). [IpomMuBaHHS
IITYHKA CJIiJ] TPOBOJUTH JIMIIE Yy BUIMAAKAX, KOJIHM € HAICKHHUNA 3aXUCT TUXATbHUX
IUIAXIB.

Ho6iuni peaxuii.

3 6oky imyHHoi cucmemu

AnepriyHi  peakuii, BKIIOYalOYM  aHadiIaKTHYHI/aHA(IIAKTOIMHI  peakiii
(aHa¢iMaKTUYHUIA IIOK, AHTIOHEBPOTHYHI HAOpsSKM, apTepiajibHa TiNOTEH3id,
HEMPUTOMHICTb, 33MIIIKA, KPOIIHUB SHKA), CHHKOIIE.

3 6oky wKipu ma niOwWKIpHoi K1iMmKOSUHU

[TouepBoHIHHSA, MOSIBA MyXUPIB, JYLIIEHHS, BIIUYTTS NEUiHHA/Kapy, TOKOIIOBAHHS,
JOKaJbHUA  HaOpsK,  cBepODX,  BHCHUIIAHHS,  3arajbHe  IOJPA3HEHHS,
Oinp/auckoMdopT,  JylieHHs/ekcdodiamis, BIAYYTTS  CyXOCTi;  aJiepriuHuii,
KOHTAKTHUH JI€PMaTHT.

[TosiBa JaHWX CUMOTOMIB BUMArae MpUIMHEHHS JIKYyBaHHS IpenapaToM.

Tepmin npuoammuocmi.

2 poku.

YMoBHu 30epiranus.

306epiratu pu Temneparypi He Buie 25 °C.

30epiraTy y HEIOCTYITHOMY TSI TITEH MicCIIi.

YnakoBka.

ITo 20 M y ¢rakoHi 3 KOBITAYKOM 3 KOHTpOJIeM Tepiioro BiakpuTTs. [1o 1 durakony
y KapTOHHIH YITaKOBII].

Kareropis Bignmycky.

bes peuenra.

Bupoouuk.

I'meamapk ®apmacerotukans JIta./Glenmark Pharmaceuticals Ltd.
Micue3HaxokeHHs1 BHUPOOHHUKA Ta ajapeca Micls TMPOBAJKEHHS #Oro
IiSJILHOCTI.

Hineaung Ne E-37/39, Em. A J1i.Ci., Catyp, Hacik — 422 007, Tamis/

Plot No E-37/39, M.1.D.C., Industrial Estate, Satpur, Nasik — 422 007, India.



